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DETAILED ACTION 
Status of the Application 

This Office Action is in response to applicant's response filed on 2/7/2007. 
Applicant's election with traverse of the restriction requirement in the reply is 
acknowledged. The traversal is on the ground(s) that (1) the effect of thiol compounds 
does not lend itself to being used for dietary supplements and (2) there is no undue 
burden to search for the groups concurrently. This is not found persuasive because one 
skilled in the art would recognize the incorporation of thiol-containing compounds in 
dietary supplements. Furthermore, a search for one group will not lead to information 
regarding another as evidenced by their divergent subject matter and classification. 
The requirement is still deemed proper and is therefore made FINAL. 

Claim(s) 1-40 are pending. Claim(s) 1-20, 27, 30-31, 38 are withdrawn from 
further consideration pursuant to 37 CFR 1 .142(b), as being drawn to a nonelected 
invention, there being no allowable generic or linking claim. Claim(s) 25-26, 36-37 are 
withdrawn from further consideration as being drawn to a non-elected species. Claim(s) 
21 (in part), 22-24, 28-29, 32 (in part), 33-35, 39-40 are examined herein insofar as they 
read on the elected invention and species. 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 102 of this title, if the differences between the subject matter sought to 
be patented and the prior art are such that the subject matter as a whole would have been 
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obvious at the time the invention was made to a person having ordinary sk\\\ in the art to which 
said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

The factual inquiries set forth in Graham vs John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for detemnining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobvlousness. 

Claim(s) 21 (in part). 22-24, 28-29. 32 (in part). 33-35. 39-40 are rejected under 
35 U.S.C. 103(a) as being obvious over McCleary (US Patent Application 
2002/0132219 A1) in view of Applicant's admission of the prior art. 

The instant claims are directed to a method for treating, preventing, or 
normalizing fat maldistribution or hyperlipidemia resulting from anti-retroviral treatment 
of HIV-1 infection in a subject by administering triglyceride of conjugated linoleic acid 
and a thiol-containing compound. 

McCleary teach a nutritional supplement composition comprising conjugated 
linoleic acid and alpha-lipoic acid for modulating nutrient partitioning in a human 
(abstract). Disorders of nutrient partitioning include obesity (fat maldistribution) and 
hyperlipidemia (section 0002). More particularly, it is desirable to provide a means for 
modulating aberrant pathways of nutrient partitioning so as to avoid excessive fat 
storage, to promote oxidation of fat. and reduce fat levels (sections 0006 to 0007). 
McCleary also discloses specifically triglyceride of conjugated linoleic acid (section 
0010). McCleary also teach that fat synthesis and storage are diminished resulting in a 
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fall in the intracellular fat content of the liver, pancreas, and skeletal muscle as well as a 
fall in visceral fat and total body fat stores accompanied by a decrease in individual fat 
cell volume (section 0023). Preferred amounts for CLA are 50 mg to 20 g and for alpha- 
lipoic acid are 25 mg to 2 g (Table 1). 

However, McCleary fall to disclose specifically fat maldistribution or 
hyperlipidemia resulting from anti-retroviral treatment of HIV-1 infection in a subject. 

Applicants disclosure of the prior art teaches that HIV infection is accompanied 
by disturbances in lipid and glucose metabolism. These metabolic abnormalities are 
further confounded by hypercholesterolemia, hypertriglyceridemia, and hyperlipidemia 
induced by anti-retroviral drugs. In fact, it is estimated that almost two-thirds of 
HIV/AIDS patients exhibit abnormal fat distribution coincident with AR-therapy (section 
0003 to 0009). 

Therefore, it would have been prima facie obvious to a person of ordinary skill in 
the art, at the time the claimed invention was made, to administer a nutritional 
supplement composition comprising conjugated linoleic acid and alpha-lipoic acid to 
treat a subject with fat maldistribution and hyperlipidemia resulting from anti-retroviral 
treatment of HIV-1 infection. 

A person of ordinary skijl in the art would have been motivated to administer a 
nutritional supplement composition comprising conjugated linoleic acid and alpha-lipoic 
acid to treat a subject with fat maldistribution and hyperlipidemia resulting from anti- 
retroviral treatment of HIV-1 infection because: (1) McCleary teaches the treatment of 
fat maldistribution and hyperlipidemia by administering a nutritional supplement 
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composition comprising conjugated linoleic acid and alpha-lipoic acid, and (2) 
Applicant's admission of the prior art teaclies tliat fat maldistribution and hyperlipidemia 
are common in HIV/AIDS patients who are receiving anti-retroviral treatment. 
Therefore, one of ordinary skill in the art would have had a reasonable expectation of 
success In treating not only patients suffering from fat maldistribution and 
hyperlipidemia, but also from patients suffering from fat maldistribution and 
hyperlipidemia resulting from anti-retroviral treatment of a HIV-1 Infection. 



Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Yong S. Chong whose telephone number is (571)-272- 
8513. The examiner can normally be reached on M-F, 9-6. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, SREENI PADMANABHAN can be reached on (571)-272-0629. The fax 
phone number for the organization where this application or proceeding Is assigned is 
(571)-273-8300. 
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